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Docket No. OZN-0276 Section 305 (Re&stmtion~ 

Dear Ms. Fraser; 

It has been brought to our attention that the Food 8 Drug AdministratIon is 
seeking comments and r ewwnendations to several parts of the 2002 
Bioterrorism Act. We realize the Infowtion is needed by tomorrow, and as a 
result, are forwarding our remarks an to you by fax. Please iet me know If this is 
not an acceptable form of submission. 

Below please find some of our cOncems - and possible solutions - to a few of 
the pending regulations that will be issued by the FDA shortly. 

. . . ..lcont’d 
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As a foreign government trade and marketing orgtinization, we have focused our 
comments only on possible wmplications that could be encountered by a foreign 
manufacturer, in particular those that might be faced by German food and 
beverage manufacturers exporting to the US. As a long time employee of the 
German Agricultural Marketing Board, who assists companies in complying with 
US regulations, I have concentrated on the issue, which at first appeamnce, 
might cause the most unneceSSa ry confusion. 

Section 305 seems to present the greatest amount of papenrvork and redundancy 
and is one of the areas that provides concern regarding compliance. 

Most of the German companies we deal with are small to middle sized. Many 
are inexperienced at exporting, especially to a country as large as the US. 

If we understand the registration proposal correctly, it would require a foreign 
manufacturer to register witJl the FDA- In the registration, he must also list the 
Importers he is working with and update, change or cort’6ct this InlWnation as 
warranted. At the same time, the Importer in the US is also required to register 
with the FDA. 

Many small German corrpanies have first-time contact with a US company, 
shipping initial samples to the American f1m5 in the hope that they will accept the 
product(s) in question. This does not necessarily make the US company an 
importer, but they would still need to be listed on the registmtion form, creating a 
lot of confusion and additional information that must be provided. Agaln, in wny 
cases, these might be a one-time only contact. 

Also, many of the companies have limitecj (*working’) English capabilities. In 
addition, many have less than 100 employees and as a result, it oould happen 
that updates are not submitted and shlpments would be held up, due to a 
s,hortage of (knovvledgeable) personnel. 

The ovenvhelming amount of paperwork for the FDA to Initially enter all this 
information in a timely manner as well as the need for constant and prompt 
updates makes this type of proposal almost unmanageable. 

_ . _ -.cont’d 
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Would it not be easier to only have the foreign facility register himself with the 
FDA7 The US importer would be responsible for registering himself. Then at the 
time of Import (or placement of an order), the manufacturer would ask the 
importer of record for his FDA number. The manufacturer’s AND the US 
importer’s FDA numbers would then appear on all knport documenb, making 
tracking and control much easier and more manageable for the agency. If a US 
company does not have an FDA number, it mlght ‘sound alarms” for the foreign 
manufacturer. If a US importer requests a foreign wmpany’s FDA number and 
they do not have one, it might make clear that the foreign company has no 
previous export experience to the US. 

The registration form could contain the fallowing information: 

Company Name 
Contact Person 
Title 
Main Oftice - Complete Address - 
Country 
Tel 
FaX 
Ernail 
Webslte 

Type of Products Shipped: for example: cookies, bread, cheese 
Brand Names used in the US: 

- Since the rnaln office usually takes full responsibility for all manufacturing 
that 1s done, no matter where the plams are located in a given country, one 
registration number would probably sufiIce. 

It Is our Peeling, that the eimpler and faster a form is, the easier it wit1 be for all: 
The foreign manufacturer will complete It correctly and the FDA daes not have to 

. . . . Jcont’d 
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keep going back for missing / inconed information. The need for can&ant 
updates and changes by the FDA would also be greatly reduced. In addition, all 
sides save time and money sfnce unnecessary detentions because of incorrect 
or missing / tirgotten filings at the time of import could be avoided. 

We can appreciate and fully understand the US Government’s need to keep track 
of and be aware of imports entering the US. However, often less is more and we 
are hopeful that out comments have provided some insight and a possible 
solution. 

Please feel free to contact the undenigned if you have any questions or need 
additional information. 

Thank you for your time in reviewing these comments. 

Very truly yours, 

Board - CMA 

Home office: 42 Lehigh Lane 
Hicksville, NY 1 t807-3373 
TEL: (6 7 6) 4334864 
FAX: (5 16) 433-0637 
Email; margar~eckert~emanorthamerica.o~ 
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